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General Information

Date Compiled September 21, 2011

Classification Class 11, 21 CFR § 888.3040, Smooth or threaded metallic bone fixation fastener.
Product code MBI

Trade Name Meta-LockTM Suture Anchor System

Submitter Tarsus Medical, Inc.
465 Fairchild Drive
Suite 230
Mountain View, CA 94043

Contact Nicholas Mourlas
President and CEO
Tel: (650) 237-0070
Fax: (650) 237-0071

Intended Use
The Tarsus Medical Meta-Lock Suture Anchor System is intended for fixation of suture to bone for the
indications listed below:

SHOULDER: Bankart repair, SLAP lesion repair, acromio-clavicular separation, rotator cuff repair,
capsule shift/capsulo- labral reconstruction, biceps tenodesis, Deltoid repair

ANKLE: Lateral instabi lity, medial instability, achilles tendon repair/reconstruction, Midfoot
reconstruct ions

FOOT: 1-allux valgus reconstruction

WRIST: Scapholunate ligament

HAND: Ulnar or lateral collateral ligament reconstruction

ELBOW: Biceps tendon reattachment

KNEE: Extra capsular repairs; reattachment of: medial collateral ligament, lateral collateral
ligament, posterior oblique ligament orjoint capsule to tibia and joint capsule closure
to anterior proximal tibia; extra capsular reconstruction, ITB tendonesis; patellar
ligament and tendon avulsions.

Predicate Device
GIl QuickAnchor Plus K05 1989
Manufactured by Depuy Mitek

Device Description
The Meta-LockTM Suture Anchor System is a suture anchor used for the reattachment of soft tissue to
bone.

Materials
The Meta-Lock is comprised of Commercially Pure Titanium (Grade 2) conforming to ASTM F67-06,
Stainless Steel (Biodur 108 Alloy) conforming to ASTM F2229, and polyester suture.
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Testing
The non-clinical tests performed by the company include anchor tensile testing, system tensile testing,
cyclic testing, magnetic resonance (MR) testing, galvanic corrosion testing, simulated movement
testing, and simulated use testing. The test results demonstrate that the Meta-Lock is substantially
equivalent to the legally marketed predicate device.

Summary of Substantial Equivalence
Tarsus Medical, Inc. believes the Meta-Lock Suture Anchor System is substantially equivalent to the
predicate product. The intended use, method of operation, methods of construction and materials used,
are either identical or substantially equivalent to the existing legally marketed predicate product.



DEPARTMENT OF HEALTH & HUMAN SERVICES

'o Nicholas MVouLaI S
463 Fairchild Drive, Suite 230
IN1Mnain View\, CA 94043

Re: KI 110800
Trade/Device Name: N~eta-LockTM\ Suture Anchor System
Regulationl Number 21 CFR 888.3040
RCu-lati on Name: Smooth or threaded metallic bone fixation Ilrstener
Regulatory Ciass: [1
Producet Code: Ni 131
Dated: AtI gLst 16',2011
Received: Awaust 17th' 2011

Dear Dr. Mlourlas:

We have reviewed your1 Section 510(k) premarket notification of intent to market the device
referenced above and have determined the deiceC is substantially CIL~I V8 le t (for the indications
for Use stated in] the cl1Cosur1e) to legally% marketed predli cate devices marketed in interstate
com merce pr ior to May 28, I1976. the enacltment date of the Mledical Device Amendments, or' to
devices that have been reclassified in accordance with the provisions of the Federal Food, DruLg.
and Cosmetic Act (Act) that do not requLir-e apprINoval of a premarket approval application (PMNA).
YOU may. therefore, market the device subject to the general controls provisions of the Act. The
general controls provisions of the Act i1c I tide r-equLirements for annual registration, Ilistinga of
devices, good manlfaIcturing practice, labeling, and prohibitions against Mi sbrandinrg and
adulteration. Please note: CDRH does notL eVadltt infor mation related to contract liability
warrianties. \Ve rem inrd voLI. h1owever, that de v ice I abe Iim rgmust be t r~rthl and riot mis I ad in g

lf'vour1 deVice is classiflied (see above) into either class HI (Special Controls) or class Ill (PN'A): it
may be su[b 'ject to additional controls. i st il ri rajor rer2Lariioris a ffeciting a O LI device can be
fo trrid in the Code of Federal Regulations Ti tlc 2 I , P~arts 800 to 898. in add iti on:i FDA may
[tibl ish frrrther announ0Lcemen1ts Con1errii1c \'0aL1o1r device in the Fedleral Register.



Paee 2 - Dr. INicholas 1\1u.r1aS

Pl ease be advised that FDA's isstiance of a substantial eq ui valence determination does nlot mleanl
that FDA has made a deterni ination that vIoLT ur dvice corn lies With otherI req I-ti ieets of the Act
or all\, federal s talutes a rid regutlIat ions adilr niste red bV other FederalI agenc ies. YOU Lifust
comply with all the Act's requILiremenCIts. inclu.ding, but not unlited to: cuistiation and lIstilng (21
C FR Part 807); labeling (2 I C FR Part 80 1); medical device re port iig (reportinlg a [ edical
device-related adverse events) (2 1 C1ER 803);, good mllanu factUrinII- praZctice ICreIrIrents as Set
for-th inl thle quality systems (QS) reglation (2 1 C FR Part 820 ); and if applicable, the electronic
prtodItict radiationl control provisions (Sections 531-542 of the Act): 2 1 CFR 1000-I 1050.
If vota desire specific advice for your device Onl our labeling regulation (2 1 CFR Par t 80 I), please
go to Iu/wwfagvAbtFACnes fieCk-/CDIlfcs/m I 5809.1iti for
thre Center for [Devices and Radiological Health's (CDRZI-l s) Office of Co mplianice. Also, please
nlote thle reCglationl enltitled. "N'lisbrandin- by relference to pimarket notificationl (2 1 CFR Part
807.97). For questions regarding the report inrg ofad verse events tider thle Vi DR regtrLl ationl (2 1
CFR Part 803)), please goo to
httpI://ww\x\.'l~.fdaIov/Medcl,1De\vices/Saf'eiv/Relpoitailriobi~lll/CICfa' It.Ilhtm for thle CD RI-Is Office
Of StirvI Vilalc~e and B ionietrics/Di vision ofI Postirarket SUr-Ve i lance.

YOUL may obtain otlier general infomationl onl votIr responsibilities tinder thle Act from thle
Di vision of Small Manl t factUr ers, internati onalI and Consumer Assistance at i is to! I - fCe nt11iber
(800) 638-2041 or (30 1) 796-7 100 or at its Internet address
lhttp://\vwvw.tda.uov/Mlvedical De\,iceS/ReSOLICtrrsorYotI/IntrvSt%/Clera tilt.ltnll

SinIcerely your-Is.

r-N/Iark N. Mvelkerson
Director
Division Of StIrgical. Orthopedic
and Restorative Devices

Office of Device E"Valtrationl
Center br6 [Devices and

Radiological Health

EnIclosure



4. Indications for Use Statement

510(k) Number This application $ ((jg D
(if known):

Device Name: Meta-LockTm Suture Anchor System

Indications for The Tarsus Medical Meta-Lock Suture Anchor System is intended for fixation of
Use: suture to bone for the indications listed below:

SHOULDER: Bankart repair, SLAP lesion repair, acromio-clavicular
separation, rotator cuff repair, capsule shift/capsulo-labral
reconstruction, biceps tenodesis; deltoid repair

ANKLE: Lateral instability, medial instability, achilles tendon
repair/reconstruction, midfoot reconstructions

FOOT: Hallux valgus reconstruction

WRIST: Scapholunate ligament

HAND: Ulnar or lateral collateral ligament reconstruction

ELBOW: Biceps tendon reattachment

KNEE: Extra capsular repairs; reattachment of: medial collateral
ligament, lateral collateral ligament, posterior oblique
ligament or joint capsule to tibia and joint capsule closure to
anterior proximal tibia; extra capsular reconstruction, ITB
tendonesis; patellar ligament and tendon avulsions.

Prescription Use X AND/OR Over-The-Counter Use___
(Per 21 CFR 801 Subpart D) (Per 21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDREI, Office of Device Evaluation (ODE)

-iist, Surica; 1Orthloedic 01and Rcso i~ Oil1


